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DETAILED ACTION 
Double Patenting 

1 . Applicant is advised that should claims 1-19 be found allowable, claims 40-58 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two claims in an 
application are duplicates or else are so close in content that they both cover the same thing, 
despite a slight difference in wording, it is proper after allowing one claim to object to the other 
as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

3. Claims 1-7, 12, 13, 15-20, 23-27, 31, 32, 33, 40-46, 51, 52 and 54-58 are rejected under 
35 U.S.C. 102(b) as being anticipated by O'Dell et al.(US 5,385,821). 

With respect to claims 1 and 40, the reference of O'Dell et al. discloses an apparatus or 
system for holding an organ or a tissue for at least one of perfusion, storage, diagnosis and 
transport of the organ, comprising: an organ or tissue transporter (94); a portable housing (98) 
having one or more heat transfer surfaces (outer surface of housing (98)); a compartment (96) 
within the transporter (94) having one or more heat transfer surfaces (110) arranged to transfer 
heat between a cooling source (106) in said transporter and at least a part of one of the one or 
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more heat transfer surfaces of the portable housing (98); an organ or tissue supporting surface 
configured to support an organ or tissue within said portable housing (the bottom of housing (98) 
or elements (15) (13)), wherein the portable housing is configured to be received by the 
transporter and wherein at least a portion of at least one of the one or more heat transfer surfaces 
of the compartment is in contact with at least a portion of at least one of the one or more heat 
transfer surfaces of the portable housing to allow effective heat transfer to or from the contents of 
the portable housing (See Figures 9 and 10 and column 8, line 36, to column 9, line 16). 

With respect to claims 2, 18, 19, 41, 57 and 58, the cooling source includes ice packs 

(106). 

With respect to claims 3 and 42, the housing (98) is configured to support the organ while 
allowing effluent medical fluid to pass through the organ or tissue (See Figures 1-3). 

With respect to claims 4, 7, 43 and 46, the compartment and housing have substantially 
complementary configurations (See pocket (107)). 

With respect to claims 5, 6, 44 and 45, the majority and/or substantially of the heat 
transfer surface of the compartment contact the majority and/or substantially of the heat transfer 
surface of the housing (See Figures 9 and 10). 

With respect to claims 12, 13,51 and 52, the housing (98) includes openings in element 
(20) that are capable of having tubing pass through the openings. 

With respect to claims 15, 16, 31, 54 and 55, element (35) of O'Dell et al. is capable of 
functioning as a handle and is accessible when the housing is mated with the container (See 
Figures 9 and 10). 

With respect to claims 17 and 56, the bottom of housing (98) is liquid tight. 
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With respect to claim 20, the device is constructed and used so as to transport an organ or 
tissue (See column 3, line 66, to column 4, line 12). 

With respect to claim 23, the organ is connected to a tube (15). 

With respect to claims 24-26 and 33, the cooling source includes ice packs (106). 

With respect to claim 27, the compartment and housing have substantially 
complementary configurations (See pocket (107)). 

With respect to claim 32, the bottom of housing (98) is liquid tight. 



Claim Rejections - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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6. Claims 8-11, 28, 29, 34, 35 and 47-50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over O'Dell et al.(US 5,385,821) in view of either Douglas-Hamilton (US 
4,530,816) or Peterson (US 3,810,367). 

The reference of O'Dell et al. has been discussed above. 

Claims differ by reciting shapes of the heat transfer surfaces that are not disclosed by the 
reference of O'Dell et al. 

The references of Douglas-Hamilton and Peterson both disclose that it is known in the art 
of preserving and transporting biological material to provide complementary heat transfer 
surfaces between the material housing and the transport container (See elements 32 and 34 of 
Douglas-Hamilton and elements 2 and 1 1 of Peterson). 

In view of either of these teachings, it would have been obvious to one of ordinary skill in 
the art to provide heat transfer surfaces that are complementary between the biological material 
holding container and outer transport container so as to provide efficient heat exchange between 
the cooling source and the material holding container. With respect to the shape of the surfaces, 
it would have been obvious to one of ordinary skill in the art to provide surfaces within the 
transport container that match the surfaces of the material holding container while maintaining 
the transfer efficiency of the system. Note, changes in shape are not a patentable distinction (In 
re Dailey, 357 F.2d 669, 149 USPQ 47 (CCPA 1966)). 

7. Claims 14, 38, 39 and 53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
O'Dell et al.(US 5,385,821) in view of Reviel (US 3,713,302). 

The reference of O'Dell et al. has been discussed above. 
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Claims 14, 38, 39 and 53 differ by reciting that the device includes a heater. 

The reference of Reviel discloses that it is known in the art of cooling to employ a 
thermo-electric cooling source that can function as a cooling source or a heating source (See 
column 2, lines 2-22). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
employ a thermo-electric device in the system of the primary reference for the known and 
expected result of providing improved temperature control when compared to the use of ice or 
ice packs (See column 1, lines 35-55). 

8. Claims 22, 36 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
O'Dell et al.(US 5,385,821) in view of McKelvey et al.(EP 0 376 763). 
The reference of O'Dell has been discussed above. 

Claims 22, 36 and 37 differ by reciting that the portable housing is placed within a 
perfusion device. 

The reference of McKelvey et al. discloses a system for holding an organ of during 
perfusion, storage and transport of the organ, comprising: a portable housing (31) for holding the 
organ; an organ perfusion apparatus (30) adapted to receive the portable housing and the portable 
housing is configured (1) to hold the organ independently from either of the organ perfusion 
apparatus, (2) to be separately received by the organ perfusion apparatus for perfusion of the 
organ, and (3) to allow perfusion, storage, and transport of the organ without removal of the 
organ from the portable housing. 
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In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
position the portable housing of the primary reference within a perfusion system as suggested by 
the reference of McKelvey et al. for the known and expected result of allowing the organ to be 
perfused without compromising the sterility of the organ supported within the portable housing. 

With respect to claims 36 and 37, the reference of McKelvey et al. discloses the use of 
tubes that pass thought the portable housing to be connected to the perfusion system (See Figure 
5). 



9. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over O'Dell et al.(US 
5,385,821) in view of McKelvey et al.(EP 0 376 763) and Fahy et al.(WO 96/29865). 

The combination of the references of O'Dell and McKelvey et al. has been discussed 

above. 

Claim 21 differs by reciting that the system includes a diagnostic device adapted to 
receive the housing. 

The reference of Fahy et al.('865) discloses that it is conventional in the art to provide an 
organ perfusion system that is capable of evaluating the organ that is perfused within the device 
(See the abstract). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to provide an additional system that is compatible with the 
organ housing for providing evaluation of the organ as suggested by the reference of Fahy et 
al.('865). Construction of the device such that the organ housing can be interfaced with the 
system without removal of the organ from the housing would have been obvious for the known 
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and expected result of allowing the organ to be interfaced with a plurality of systems without 
being exposed to the environment and/or contaminated from unnecessary handling. 

Response to Arguments 

10. With respect to provisional objection of claims 40-58 to under 37 CFR 1 .75 as being a 
substantial duplicate of claims 1-19, Applicants argue that claims 1-19 are drawn to "an 
apparatus" while claims 40-58 are drawn to "a system" and therefore are not duplicate claims 
(See page 10 of the response filed 4/9/2008). 

In response, Applicants' comments arc not found to be persuasive because it is not clear 
what structural differences, if any, exist between a claimed identified as "an apparatus" verses a 
claim identified as "a system" when the rest of the claim language is identical. It is noted that 
Applicants' comments are silent with respect to this difference, if any at all. 

11. With respect to the rejection of Claims 1-7, 12, 13, 15-20,23-27,31,32,33,40-46,51, 
52 and 54-58 under 35 U.S.C. 102(b) as being anticipated by O'Dell et al.(US 5,385,821), 
Applicants argue that the rejection is improper because the reference of O'Dell et al. does not 
disclose "an organ or tissue support surface configured to support an organ or tissue within said 
portable housing". Applicants stress that it is unreasonable to assert that either the bottom 
surface of preservation device (98) or element (14) of the device of O'Dell et al. can be 
considered to correspond to an organ or tissue supporting surface configured to support an organ 
or tissue within said portable housing. Applicants stress that element (14) is flexible and 
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therefore cannot be considered to be a support surface (See pages 10-12 of the response filed 
4/9/2008). 

In response, Applicants' comments are not found to be persuasive because whether or not 
the bottom wall (14) is flexible, it is still considered capable of supporting an organ or tissue 
within the device. Especially since the instant claim language fails to further define the structure 
encompassed by the language "an organ or tissue support surface configured to support an organ 
or tissue within said portable housing". The Examiner further asserts that elements (15) and 
(13) of the device of O'Dell et al. can be considered structures that would also meet the instant 
claim language. 

Applicants further argue that the claims require a portable housing and an organ or tissue 
supporting surface (See pages 11-12 of the response filed 4/9/2008). 

In response, for the same reasons set forth immediately above, the Examiner is of the 
position that the reference of O'Dell et al. meets the instant claim language. It is noted that the 
instant claim language does not preclude the bottom wall (14) or elements (15) and (13) of the 
reference of O'Dell et al. from meeting the instantly claimed support surface. It is noted that the 
features upon which applicant relies (i.e., the structures shown in Figures 4C and 4D of the 
instant application) are not recited in the rejected claim(s). Although the claims are interpreted 
in light of the specification, limitations from the specification are not read into the claims. See In 
re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 



12. With respect to the 35 USC 103 rejections of record including the combination of the 
reference of O'Dell et al. with the references of Douglas-Hamilton, Peterson, Reviel, McKelvey 
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and Fahy, Applicants assert that these references fail to make-up for the shortfalls in the 
application of O'Dell et al. to the subject matter of independent claims 1, 20 and 40 (See page 12 
of the response dated 4/9/2008). 

In response, the Examiner maintains that the rejections are proper for the same reasons as 
set forth above with respect to the rejection of the claims under 35 USC 102. The additional 
references of Douglas-Hamilton, Peterson, Reviel, McKelvey and Fahy have been cited to 
address additional claim limitations recited in some of the dependent claims. 

Conclusion 

13. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to WILLIAM H. BEISNER whose telephone number is (571)272- 
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1269. The examiner can normally be reached on Tues. to Fri. and alt. Mon. from 6: 15am to 
3:45pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gladys J. Corcoran can be reached on 571-272-1214. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/William H. Beisner/ 
Primary Examiner 
Art Unit 1797 

WHB 



